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^ met if NV rnnrr ft fpft t fnw^ fV mu umw wwr ft nrt *f 

twt *n wft 

Separate poRthe in ult’en lo Hi I* Part In order that It may be tiled ad a separate 

compilation 


WWT mV sffMTT + WPUM 
(TTTpnr ffwiM) 
srfmjMWT 

M# toft, 8 ft, 198 4 

mo «pto fro 331 (m) —Mtsfe mWttmm fTMft 
tom, i 94 § m+ mV ttfttot stor % tos * 5 ^ frMs 
tom MVfsr mV srmmr mrnft Mtotom, 1940 

( 1 940 MT 23) ft MTU 12 MV 33 ft M^STT-FTR' 
MTTM mw f *MFSM mV qVw +“ J TTU WPTM 
(tmf«m tomr) ftMtouMuruoMtoMTotoo 385 (m), 
MPfS 12 it? 1 9 8 3 % ufto MFU f WT : 
MUTOTTM, MTS 2, WT 3, TT’5^ (i) uVpW 12 s£, 
1981 ^ TF 1 it 3 ST SPfiTfVT ffrr m f toft 

mm wwt sq-ffrft ir toto tVt MMrtor fto ft 
umptmt ft, Vfr sW it, ff# fir ft 

sW totto UMU MfsPJUMI 5 FTfVr stfjf, q«t tor ft 


stotto it s^ir MTcbr tfV ifwrM stf mm f mmmt ft 
ftonna mr ft M^ft,’ 

*V Tfr ttmmm ftftof n #$, 1983 ft 'jHctf 

ft ‘ i TS fn ft M^ ft; 

mV, umm srnur % wmu it torn % mem Mrehff 

mV swift tt Vfto wtmmt f torn: frfttot $ i 

MM’, MM, UMM Mftjtom ft SKI 12 fV 33-MRT 

MMU ffftff MM MMto Mto ^tt, VftM fTMIT fWftl 

MMftft UHIi£+K ftf it TTFff MT% % MMME{ Mfafa 
mV mutum rnsfr tom, 1945 mt mV Vito Mto 

% to 1 totoufto tom MMtut £, mrm ■— 

* *\ 

i (l) sm tomt m ffto ms mWm'mV 
shtmm uwft (flftM Vftmt) fmnt, 1984 t i 

( 2) $ TTMSM it MMWM ft MPVr ft M^T^fit i 
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2 . wfaftT wk were RTwft Petr - , 1945 Jf 

?RJf SR% EW pETR a^T RET t) 

Pm 67 ® % ETT (5) % mHIfl ftH Pm Pad 53 T 

afPfT JURRT, WTf?[ : — 

“( 6 ) wjwftftnkf, fwrt Prfterar w rr%re 9 tw 

Rk ER% ETW RTt E$ ejfewf aft Rf>T- 

fJrftrE akt % fir 0 rre rete % fanr ww 

35 ifTTif; PrOwE <peTR TaPTTl” 

3 . RW Pmf %Pm 74 -^ %ejr (s) %■ Mv-arer 
ft m fa Parer m aftrr wete, wafer •— 

"(6) wp'ffaErd, fwrt Patera; aft rr% 
Eftfr°r Rk rr% swr wf R 1 * srftaf aft 
RfafaftrE arft ^Pett RRsf % far? 

sm 3 5 Jr >rsp ftftwa a^rar tree 1 " 

'4. REE pEnff %Pm 7 8-37% EPS (6) % EaETe| 

fERfaftrer m ftrr totee, R«rfej; .*— 

41 (7) n-jpiP etreP, fkft ftfrw aftRE%EjJwa 
wk rr% grrr Erf af *feff ftirfafapiE 
akt % far ree eete % Pet sm 35 
Jf tt ftHfaRr jewt e#et 1 " 

5. REE pEPTT %Pm 138 IT:— 

(i) RMPm ( 1 ), ( 2 ) Rk ( 3 ) % qwejar aa 

Rk fw mET; 

(ii) ERpEPT X 4) % ?ETE ET PiHfaPa PT ER 

Pter T<fli ji I u < 11 , wafe[ :— 

"(4) aft ^rsjyrfRT Pp?Pte gt weft 
srftrrFr gt weft t et of weft |, eft 
TrPm (1) % Rsfft wft aft af 
fwft wjrrftr aft pnft Eft % fair 
ERTR WT aftr RWT aft Wiftt l’’ 

6. EWftraEt %ftm 139 %yqftaa ( 1 ) %eit 
f*r) sfk spr (e) % aw§ar w Rk Paw woje 1 

W TEE ftfqfti %Pm 158 % WE (w) % TWEE 
ftTRfSrPl'T Wlrr 5mnTT, 5tT!£rft :—. 

"(*r) «njnPw^, ftfttftft^ aet 3-3% 

«fft 73TT% SRT TTf Tfrf ^ftTiV f, , r.-fTftRT 
TTT %■ ftpr TP-T^ Tpn'i ',. Pr^M^q 35 if 
rprr ft^sfR- 'jfTf Trftr i” 

8 . ^Rrftinff % ft T rT ij, ■„ ' ( ( j v 

TTOI PlHp-iPsti TIT 5Tiyr : TrrpTT J :— 

(t) ^i^rftrsrpPr, Ttmttv ^r 73^ ,7 ^^vpi 

73Tt% 5TTT r iT? >r$ qTf 'Hf+f- 

FiPafl % ftrp ^Trr ftrr 
Wf 32 Jf rftr ftrftspr jrepp tjJtt i” 


9 . to ft^nff aft R^ft ar % wr 35 Jr, 

''(Petit 65, 74, 74-*r, 78, 85-^, 142 ifk 142RT 

^ftnr)” aftwf, vrsarf, waff wk w^rff %toet r< 

“(Petr 65, 67-®, 74 . 74 -ar, 74 -flr, 78, 78-ar, 
85-^T, 142, 142-R7, 158 Rk 158-TP 

ftftnr) l" 

aff*z^, vm, ww Rk wmt rt t 

10 . Taer PrRR'f aft wg^t % Jr, nfafk 2 % 
Trn^ PFRftrParr rrftfk Rtff 'arrcnft, wafer ■— 

" 3 . % ^t Jf Pk? rt Rtaftnp rikfiHff % 

RTTP : 

% Ra Jf fttrff wr Rftftpp nkfu 
fprftfff Jr RTOfk wkERkr Jf % 
ftrrr Rp frarn? Jf ftpprfwr qftww arr 

wjriwr' ftro RipaT V* 

ftn?r :—erkPr 1 - 5-1979 ur«P r*tt TfuftPrer wkfsr 
wk treft Trrwt Pm, 1945 mror wk afTwr 
wm wrrwr (mrw ftm) wir Jf weriw 

| fWT wftftT afk RREFT RTRlft wftTpm ?lk PETR 
werfw? | (fr Tt wr qw i^-ei) 1 erermi 
Pmf Jf wrar %Traqw, ret 2 , a*3 (i) ifsranf?Kr 
PthP'iPte -frfw^pmrff sttt Theftwr fkr mr, wafer •— 


1 . 

RTo 

W 0 

pTo 

1241 errtftr 6 - 10-79 

2. 

RT° 

TT 0 

Pro 

1242 erkftr 6 - 10-79 

3. 

RT° 

Ro 

Pro 

1243 erkftr 6 - 10-79 

4. 

RTo 

TT 0 

Pro 

1281 akftr 12 - 10-79 

5. 

RTo 

Wo 

Pro 

430 errtftr 19 - 4-80 

6. 

RTo 

W 0 

fto 

779 artPa 26-7-so 

7. 

RTo 

Wo 

Pro 

640 (w) erkftr 22-9-80 

8. 

RTo 

Wo 

Pro 

680(w) erkftr 5-12-80 

9. 

RTo 

Wo 

ffto 

681 (w) Rkftr 5-12-80 

10. 

RTo 

w 

Pro 

682(w) errfira 5-12-80 

11. 

RTo 

W 0 

Pro 

27 (w) errfftr 17 -i-s 1 

12. 

RT 0 

w° 

Pro 

478 (w) erkftr e-s-si 

13- 

RTo 

Wo Pro 

62(*r) RRf^ 15 - 2-82 

14. 

RT 0 

W 0 

fto 

462(w) RFfW 22 6-82 

15. 

RTo 

Wo 

Pro 

51 o(w) erkfar 26 - 

16. 

RTo 

W 0 

fto 

13 (w) erncftr 7 - 1-83 

17. 

RTo. 

Wo 

fto 

31 8 (w) erkPa 1 - 5-84 


{R 0 TTR 0 1 1012 / 4 / 82 -^oeiRotTRorTUT iffo ^oTIo] 

tjRo ^to Rwar Rfra 
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MINISTRY OF HEALTH ANX> 

FAMILY WELFARE 
NOTIFICATION 
New Delhi, the 8th May, 1984 

G.S.R. 331(E).—Whereas certain draft rules 
further to amend the Drugs and Cosmetics Rules, 
1945, were published as required by sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
1940), at pages 1 to 3 of the Gazette of India, Extra¬ 
ordinary Part-II, Section 3, Sub-Section (i), dated 
the 12th May, 1983, under the notification of the 
Govern m ent of India in the Ministry of Health and 
Family Welfare (Department of Health) No. G.S.R. 
.385(E), dated the 12th May, 1983, inviting objections 
und suggestions from all persons likely to be affected 
thereby before the expiry of ninety days from the date 
■On which the copies of the Official Gazette containing 
the said notification were made available to the public; 

And whereas copies of the said Gazette were made 
Available to the Public on the 27th May, 1983; 

And wherea s the objections and suggestions received 
from the public On the said draft have been considered 
toy the Central Government; 

Now, therefore, in exercise of the powers conferred 
toy sections 12 and 33 of the said Act, the Central 
Government after consultation with the Drugs Tcchui- 
•cal Advisory Board, hereby makes the following rules 
further to amend the Drugs and Cosmetics Rules, 
1945, namely :— 

1. (1) These rules may be called the Drugs and 
Cosmetics (Second Amendment) Rules, 1984, 

(2) They shall come into force on the date of 
their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945 (here¬ 
inafter referred to as the said rules),, in rule 67G 
after clause (5»), the following clause shall be added, 
namely:— 

“(6) The licensee shall maintain , an Inspection 
Book in Form 35 to enable an Inspector to 
record his impressions and the defects 
noticed.” 

3. In rule 74-B of the said rules, after clause (5) 
the following clause shall be added, namely:— 

“(6) The licensee shall maintain an Inspection 
Book in Form 35 to enable an Inspector to 
record his impressions and the defects 

noticed.” 

4. In rule 78-A of the said rules, after clause (6) 
the following clause shall be added, namely 

"(7) The licensee shall maintain an Inspection 
Book in Form 35 to enable an Inspector to 


record his impressions and the defects 
noticed.” 

5. In rule 138 of the said rules,— 

(i) the provisions to sub-rules (1), (2) and (3) 
shall be omitted; 

(ii) for sub-rule (4) the following sub-rule shall 
be substituted, namely :— 

“(4) A fee of rupees fifty shall be paid for 
duplicate copy of a licence issued under 
sub-rule (1), if the original is defaced, 
damaged or lost.’* 

6. In rule 139 of the said rules, in sub-rule (1), the 
proviso to clause (c), and clause (d), shall be 
omitted. 

7. In rule 158 of the said rules, after clause (b), 
the following clause shall be added, namely :— 

“(c) The licensee shall maintain an Inspection 
Book in Form 35 to enable an Inspector to 
record his impressions and. the defects 

noticed.” 

8. In rule 158-A of the said rules, after clause (d), 
the following clause shall be added, namely :— 

“(e) The licensee shall maintain ap Inspection 
Book in Form 35 to enable an Inspector to 
record his impressions and the defects 

noticed.” 

9. In Schedule A to the said rules, in Form 35, for 
the brackets, words, figures and letters, “(See rules 
65, 74, 74-A, 78, 85-H, 142 and 142-A)” the brackets, 
words figures and letters, “(See rules 65, 67-G, 74, 
74-A, 74-B, 78, 78-A, 85H, 142, 142A, 158 and 
158-A)” shall be substituted. 

10. In Schedule V to the said rules, after entry 2, 
the following entry shall be added, namely :— 

“3 Standards for patent or proprietary medicines 
in capsule form :— 

A patent or proprietary medicine in capsule 
form shall comply with the ‘disintegration 
test’ specified in the monograph for ‘Cap¬ 
sules’ in the Indian Pharmacopoeia.” 

Note : The Drugs and Cosmetics Rules, 1945, as 
amended upt 0 1-5-1979, 5s contained in the 
publication of the Ministry of Health end 
Family Welfare (Department of Health) 
containing the Drags and Cosmetics Acts and 
the Rules (PDGHS-61). Subsequently the 
said rules have been amended by the follow¬ 
ing notifications published in Part TI, Section 
3(i) of the Gazette of India, namely:— 

1. GSR, 1241 dated 6-10-1979. 

%. G.S.R, 1242 dated 6-10-1979. 

3. G.SR. 1243 dated 6-10-1979. 

4. G.S.R. 1281 dated 1240-1979. 
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5. 

G.S.R 

. 430 dated 19A-1980. 

13. 

G S.R. 

62(E) 

dated 15-2-1982. 

6. 

G.S.R, 

779 dated 26-7-1980 

14. 

G.S.R. 

462(E) 

dated 22-6-1982 

7. 

G.S.R. 

540(E) 

dated 22-9-1980. 

15. 

G.S.R. 

510(E) 

dated 26-7-1982. 

8. 

G.S.R. 

680(E) 

dated 5-12-1980. 

16. 

G.S.R. 

13(E) 

dated 7-1-1983. 

9, 

G.S.R. 

681(E) 

dated 5-12-1980. 

17. 

G.S.R. 

318(E) 

dated 1-5-1984. 

10. 

G.S.R. 

682(E) 

dated 5-12-1980. 





11. 

G.S.R, 

27(E) 

dated 17-1-1981. 



LNo. X 

11012|4l82-DMS 

12. 

G.S.R. 

478(E) 

dated 6-8-1981. 


s. 

V. SUBRAMANIYAN, . 


PFA1 

Secy* 
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